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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

• Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply vtrili, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

!)□ Responsive to communication(s) filed on . 

2a)n This action is FINAL. 2b)S This action is non-final. 

3) \3 Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1 935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) S Claim(s) 1-41 is/are pending in the application. 

4a) Of the above clalm(s) is/are withdrawn from consideration. 

5) 0 Clalm(s) is/are allowed. 

6) 13 Claim(s) 1-41 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10)S The drawing(s) filed on 15 July 2003 is/are: a)IEI accepted or b)n objected to by the Examiner. 
Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1..85(a). 
Replacement drawing sheet(s) including the correction is required If the drawing(s) is objected to. See 37 CFR 1.121(d). 
-11)D-The oath-or declaration-is-objeGted to-by-the-Examiner. Note the attaehed-Offi^ 

Priority under 35 U.S.C. § 1 1 9 

12)0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d) or (f). 
a)n All b)n Some * 0)0 None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign countiy or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1, 2, 7, 11 & 16 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Goodwin et al(5858783). 

Goodwin teaches a serum-free meditun used for culturing cells which contains 
galactose and fructose and culturing the cells therein at 37 degrees C (about 36). The 
reference anticipates the claim subject matter. The variety of cells cultured by 
Goodwin inherently produced protein and it follows that the sialic content thereof 
would be controlled by the medium as the medium^ 
applicant and the results must be the same. 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
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invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently name^ joint inventors. In considering patentability of 
the claims under 35 U.S.C 103(a), the examiner presumes that the subject matter of the 
various claims was commonly owned at the time any inventions covered therein were 
made absent any evidence to the contrary. Applicant is advised of the obligation under 
37 CFR 1.56 to point out the inventor and invention dates of each claim that was not 
commonly owned at tiie time a later invention was made in order for the examiner to 
consider the applicabiUty of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 1-41 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Franze et al(6673575) in view of Schnaar et al(62745680), Wood(6472175) or Gu et 
al(1997)orGuetal(1997). 

Franze et al(6673575) teach culturing cells (CHO) in a medium for the production 
of recombinant sialated proteins. Franze suggests the use of fructose, galactose and 
mannose and also suggests that the sugars can be added in different combinations. 
Franze does not disclose using N-acetylmannosamine in the medium, however at the 
time the invention was made, all of Gu (see all of both references), Schnaar and Wood 
taught the controlling of sialation of cellular proteins by exposing the cells to N- 
acetylmannosamine: Schnaar et al(62745680) teach providing N-acetylmannosamine 
(and other N-mannosamines) to control the sialation of proteins produced by cells (see 
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Cell Culture and Treatment with Sialic Add Biosynthetic Precursors). Wood(6472175) 
teach providing N-acetylmannosamine to control the sialation of recombinant proteins 
produced by in a cell culture system. 

Given the teachings of of Schnaar et al(62745680), Wood(6472175) or Gu et 
al(1997) or Gu et al(1997) one of ordinary skill in the art would have been motivated to 
make a culture medium and use it for controUing the sialation of proteins (particularly 
recombinant) by ceDs (particularly CHO) in cultiu'e. It would have been obvious to use 
the sugars in different combinations because Franze suggests that combinations are 
beneficial and because it is a well established proposition of patent law that no 
patentable invention resides in combining old ingredients of knovm desired function 
where the results obtained thereby are no more than the additive effect of the 
ingredients. See In re Sussman, 1943 CD. 518; In re Huellmantel 139 USPQ 496; In re 
Crockett et al 1266 USPQ 186. 

Talang the cited prior 
invention was made to make media and use it for controlling the sialation of proteins 
(particularly recombinant) by cells (particularly CHO) in culture wherein the media 
contains fructose, mannose, galactose, N-acteylmannosamine and ant combinations 
thereof as a matter of routine experimentation for the optimizing of sialation control. 
The depth of the prior art is significant and clearly it has established that the selection of 
sugar, amounts thereof and other normal culture parameters are result effective 
variables. 
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Generally, differences in concentration or temperature will not support the patentability 
of subject matter encompassed by the prior art unless there is evidence indicating such 
concentration or temperature is critical. "[W]here the general conditions of a claim are 
disclosed in the prior art, it is not inventive to discover the optimum or workable ranges 
by routine experimentation." In re Aller, 220 F.2d 454, 456, 105 USPQ 233, 235 (CCPA 
1955) (Claimed process which was performed at a temperature between 40*^0 and SO^^C 
and an acid concentration between 25% and 70% was held to be prima facie obvious 
over a reference process which differed from the claims only in that the reference 
process was performed at a temperature of 100^'C and an acid concentration of 10% .); 
>see also Peterson, 315 F.3d at 1330, 65 USPQ2d at 1382 ("The normal desire of scientists 
or artisans to improve upon what is already generally known provides the motivation 
to determine where in a disclosed set of percentage ranges is the optimum combination 
of percentages.");< ** In re Hoeschele, 406 F.2d 1403, 160 USPQ 809 (CCPA 1969) 
(Claimed elastomeric polyu reth anes which fell Mthin fee bro_ad scope of the refere^^^ 
were held to be impatentable thereover because, among other reasons, there was no 
evidence of the criticality of the claimed ranges of molecular weight or molar 
proportions.). For more recent cases applying this principle, see Merck & Co. Inc. v. 
Biocraft Laboratories Inc., 874 F.2d 804, 10 USPQ2d 1843 (Fed. Cir.), cert, denied, 493 
U.S. 975 (1989); In re Kulling, 897 F.2d 1147, 14 USPQ2d 1056 (Fed. Cir. 1990); and In re 
Geisler, 116 F.3d 1465, 43 USPQ2d 1362 (Fed. Cir. 1997). 
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Accordingly, the claimed invention was prima facie obvious to one of ordinary 
skill in the art at the time the invention was made especially in the absence of evidence 
to the contrary. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Leon Lankford whose telephone number is 571-272- 
0917. The examiner can normally be reached on Mon-Thu 7:30-6. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mike Wityshyn can be reached on 571-272-0926. The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
pubhshed applications may be obtained from either Private PAIR or Public PAIR. 
Status information for impublished appUcations is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




